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A DISMANTLING SYSTEM FOR A DISPOSABLE DEVICE FOR 

TREATING PELVIC ORGAN PROLAPSE. 



The present invention relates generally to the field of treatment and prevention of pelvic 
5 organ prolapse in female patients. Specifically, the invention describes a dismantling 
system of a vaginal disposable device which is inserted into the vagina by the patient 
herself, allowing for an easy removal of the device. 

10 Inventor : Dr Elan Ziv, MP OBGYN:, Urogynecologist 
Background of the Invention 

15 Pelvic organ prolapse is defined as a condition in which vaginal wall support is lost, and 
various pelvic organs prolapse into the vagina. This is a very bothering condition, 
though in most cases it is not a dangerous one. It might appear alone or in combination 
with urinary stress incontinence. 

POP (Pelvic Organ Prolapse) is a very common condition in females, in which various 
20 organs, surrounding the vagina, prolapse into it. The reasons for such prolapse are 
nimierous, mainly because the vagina has a very low tensile strength within its walls 
due to damage to muscles, nerves, fascias etc. There might also be a change within the 
collagen content, thereby causing a weaker pelvic floor. According to the older 
definition, prolapse may be divided into five categories, according to the organ that is 
25 sagging down (urethra, bladder, uterus, rectum and the pouch of Douglas (small bowl)), 
and to three grades according to the amount of descent (within the vagina, at the 
entrance to the vagina, protruding out of the vagina). There might be a combination of 
various organs prolapse at the same time, with different level of descent. The newer 
classification (POP-Q) takes into account other &ctors, such as location of the prolapse 
30 and the distance firom the entrance of the vagina. There is very little data regarding the 
prevalence of the problem but it seeros to be age related, and older women have much 
higher tendency towards developing some form of pelvic organ prolapse. 
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Current treatment 

At present — there are 2 ways of dealing with Pelvic Organ Prolapses: 

1. Surgical — vaginal or abdominal 

2. Use of vaginal devices (pessaries) that are inserted into the vagina and 
5 mechanically reduce the prolapse by pushing the wall aside and upwards. 

Efforts to avoid surgical procedures have resulted in the development of a number of 
non-surgical vaginal devices, inserted into the vagina by the surgeon or the patient. 
Vaginal devices are well known for their tremendous diversity in shapes and sizes. 
These devices are meant to prevent prolapse of the vaginal walls, with di^rent location 

10 of pressure application. 

Some of these devices tend to block all flow of urine from the bladder. Therefore, when 
a patient needs to urinate, the device must be removed from the vagina or must be 
collapsed to remove the pressure applied against the bladder neck. Trying to solve this 
problem^ vaginal devices were developed in special shapes, without conq>letely 

15 blocking the bladder neck so that the patient may xirinate with the device in place. 
These devices, however, are generally large and intrusive and, therefore, are 
uncomfortable to wear, with low patient satisfaction and compliance. They are also 
relatively expensive, and therefore designed to be reusable. 

20 There are several drawbacks of existing vaginal dcAdces: 

1 . Most of them are intended to be reusable, hence they are made as resilient large 
bodies, made of plastic, hard rubber, or other such materials, in order to preserve 
their shape and function for a long time. 

2. Insertion of large noncompliant bodies is sometimes difficult, painful or 
25 unpleasant, sometimes necessitating a medical practitioner. 

3. Removal causes same unpleasantness, sometimes even more than insertion. The 
patient or the medical practitioners have to insert a finger into the vagina in 
order to "hook" the device and pull it out without the ability to reduce its 
dimensions for a more comfortable passage. In order to avoid insertion of a 

30 finger, a hook like extmctor was developed (US patent D404127) was developed 

but has never been in use. 
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4. Most reusable devices are meant to remain in the vagina for prolonged periods 
of time, thereby causing irritations, pressure ulcers, infections, foul smelling 
discharge, etc. 

5. Such reusable devices have a long standing bad reputation among patients and 
5 medical practitioners for being impleasant, causing infectious discharge and foul 

odor, and being associated with disability and old age. 

6. Some reusable devices are meant to be inserted daily by the patient, and to be 
removed after several hours, by means of pulling a string or with a finger, to be 
cleaned for re-use, and to be kept in certain conditions prior to following 

10 insertion. Some patients are reluctant to touch their selves in such intimate parts 

of their bodies, or disgusted to clean the device, hence their reluctance to use it. 

Vaginal devices may cause three main side effects: 

1 . Infections-any foreign material, anywhere in the body, may become infected by 
IS several kinds of organisms, and cause fermation of a foul smelly discharge. 

Reusable devices are certainly prone to cause such infections, but also, less 
frequently, disposable ones. In order to prevent such infections, devices should 
be: 

• disposable 

20 • used for a limited length of time, in order to prevent organism from 

grovmig, and to prevent damage, by vascular pressure, to the vaginal wall. 

• made in a way that will allow vaginal or cervical normal secretions to flow 
out of the body 

• made of certain known materials that would not permit growth of 
25 organisms. 

2. Toxic Shock Syndrome (TSS) is a condition, described some years ago, in 
which abimdant growth of Staphylococus Aureus, a bacteria that utilizes the 
cellulose within sanitary menstrual tampons, released large amoimts of toxin. 
That toxin caused a collapse of vital body systems, forming a dangerous 

30 condition. In order to overcome this, sanitary tampons do not contain cellulose 

anymore, and vaginal devices, as described earlier, should be made of materials 
that would not permit the grov^ of bacteria, and allow for discharge flow. This 
is best done by using properly made disposable devices. 
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3. Pressure Necrosis — prolonged pressure on the vaginal sidewalls may cause 
pressure on blood vessels with resultant necrosis, bleeding and infections. This 
might be prevented by using disposable devices only, for a predetermined length 
oftime. 
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The invention 

This dismantling device was developed following the invention of a previous device, 
intended to be inserted into the vagina with an applicator. The device is intended to be 
applied into the vagina with an applicator much like the insertion of a regular menstrual 
5 tampon .After insertion, the device should expand significantly to the predefined shape 
and size, thereby exerting predefined appropriate pressure on both lat^al vaginal walls, 
pushing them aside. The apex of the vagina shall be pushed upwards at the same time. 
That expansion of the device shall eventually create linear stretching of the anterior & 
posterior vaginal walls, while creating a new shape of intra-vaginal hollow (rectangle). 
10 The device may be left inside the vagina for several hours. Removal for disposal will 

* 

occur while pulling a string and collapsing the device to a much smaller size. 
As with other devices of the prior art, this device has a ring or rectangular shape. 
Removal of such a large body through a small dimension vagitial introitus might be 
extremely painful and imcomfortable, hence the need for designing such a specific 
IS dismantling system. 

This new inventions brings about a system for coUapsing a large body into a much 
smaller one which will allow its imonediate removal 



The invention will now be described with reference to accompanying drawings: 
20 • FIG. 1 A is a front view of the dismantling system in the device. 

• FIG. IB is a side view of the dismantling system in the device. 

• FIG.IC is a perspective view of the dismantling system in the device. 

• FIG.2A is a front view of the open dismantling system in the device. 

• FIG.2B is a side view of the open dismantling system in the device. 

25 • FIG.2C is a perspective view of the open dismantling system in the device. 

• FIG3 is a front view of the conic shape of the device when the collapse system pulls 
it out. 



The dismantling system has two phases: 
30 • Closed (FIG 1) 
• Opened (FIG 2) 

Figures lA+lB+lC show the device in its front, side & perspective views. A small 
dismantling ring (6,14) is attached in a 90 degrees foshion to the main body of the 
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device (10,13), within two collapsing sites (18L, 18R), which are small indentation 
located on its inner surj&ce, close to its lowest margin. These two indented sites enable 
to contain the dismantling ring without harming the devices integrity and strength. 
Removal string (12, 16) is attached to the dismantling ring. Connecting string (8) 
5 statically connects between the device (13) and the dismantling ring (14). Since the 
dismantling ring is located within the indentation, the mechanical strength of the device 
remains unchanged, and its intended task is fulfilled. This phase remains as long as 
there is no pull of the string. 

Figures 2A+2B+2C show the beginning of the opened phase - the system after first pull 
10 of the string as a first step in removal of the device from the vagina. When string (16) is 
pulled, the dismantling ring (14) is moved away from its two indented sites (18R, 18L), 
and hangs away fiom the device itself, connected to it by the connecting string (20), in 
a lower position v^hin the vagina. 

FIG 3 shows a more advanced pull of the string. At this stage, the two indentation sites 
15 (22) coUapse as a result of lower strength and the device becomes narrow in its lower 
part (conical), thereby allowing for comfortable and easy removal (still as one unit) 
from the vagina, for disposal 
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The invention has in its basic concept the following features: 

• Being a disposable device. 

• Basy & comfortable removal. 

• Being comfortable to wear. 
5 • Being hygiene & odorless 

• Being a femiliar procedure to most female patients - as inserting a menstrual 
tampon. 

• Being removed by the patient hersel:^ in a no-self-touch technique, with the 
device collapsing and becoming of small size for painless removal. 

10 • Being of high availability, easy to get everywhere, sold as an Over the Counter 

(OTC) device. 

• Being of low cost. 

• Having complete confidentiality, as with the use of menstrual tampons. 

• Having the ability to be removed instantly when needed. 

15 • The system does not influence performance of the device itself. 

• The system helps anchoring the device within the vagina. 

• The device is removed as one unit and does not require division. 

Alternative emhndiments of the invention. 
20 • Dismantling rings may be manufactured in different sizes 

• Dismantling rings may be manufactured in different strengths 

• It may be made of many flexible materials, such as plastics, cardboard, etc. 

• Collapsing indentations may be added to the device. 

• Collapsing indentation sites may be changed. 

25 
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Fig. 1 A 
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